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(d) Termination of exemption. If the 
Commissioner finds that: 

(1) The sponsor of the investigation 
has failed to comply with any of the 
conditions for the exemption estab-
lished under this section, or 

(2) The continuance of the investiga-
tion is unsafe or otherwise contrary to 
the public interest or the drug is being 
or has been used for purposes other 
than bona fide scientific investigation, 
he shall first notify the sponsor and in-
vite his immediate correction. If the 
conditions of the exemption are not 
immediately met, the sponsor shall 
have an opportunity for a regulatory 
hearing before FDA pursuant of part 16 
of this chapter on whether the exemp-
tion should be terminated. If the ex-
emption is terminated the sponsor 
shall recall or have destroyed the un-
used supplies of the new animal drug. 

(e) Statements and requests. ‘‘Notice(s) 
of Claimed Investigational Exemption 
for a New Animal Drug’’ and requests 
for authorization to use investigational 
animals and their products for food 
should be addressed to the Department 
of Health and Human Services, Food 
and Drug Administration, Center for 
Veterinary Medicine, 7500 Standish Pl., 
Rockville, MD 20855. 

(f) Contract research organizations. (1) 
For purposes of this part and part 514, 
contract research organization means a 
person that assumes, as an independent 
contractor with the sponsor, one or 
more of the obligations of a sponsor, 
e.g., design of a protocol, selection or 
monitoring of investigations, evalua-
tion of reports, and preparation of ma-
terials to be submitted to FDA. 

(2) A sponsor may transfer responsi-
bility for any or all of the obligations 
set forth in this part to a contract re-
search organization. Any such transfer 
shall be in writing and, if not all obli-
gations are transferred, shall describe 
each of the obligations being assumed 
by the contract research organization. 
If all obligations are transferred, a gen-
eral statement that all obligations 
have been transferred is acceptable. 
Any obligation not covered by the 
written description shall be deemed not 
to have been transferred. 

(3) A contract research organization 
that assumes any obligation of a spon-
sor shall comply with the specific regu-

lations in this chapter applicable to 
this obligation and shall be subject to 
the same regulatory action as a spon-
sor for failure to comply with any obli-
gation assumed under these regula-
tions. Thus, all references to sponsor in 
this part apply to a contract research 
organization to the extent that it as-
sumes one or more obligations of the 
sponsor. 

(g) Index of legally marketed unap-
proved new animal drugs for minor spe-
cies. All provisions of part 511 apply to 
new animal drugs for investigational 
use in support of indexing, as described 
in section 572 of the act, subject to the 
provisions of § 516.125 of this chapter. 

[40 FR 13823, Mar. 27, 1975, as amended at 41 
FR 48268, Nov. 2, 1976; 42 FR 15675, Mar. 22, 
1977; 50 FR 7517, Feb. 22, 1985; 50 FR 16668, 
Apr. 26, 1985; 52 FR 8847, Mar. 19, 1987; 54 FR 
18280, Apr. 28, 1989; 57 FR 6475, Feb. 25, 1992; 
62 FR 40599, July 29, 1997; 72 FR 69121, Dec. 6, 
2007; 77 FR 25359, Apr. 30, 2012] 

§ 511.3 Definitions. 

As used in this part: 
Contract research organization means a 

person that assumes, as an independent 
contractor with the sponsor, one or 
more of the obligations of a sponsor, 
e.g., design of a protocol, selection or 
monitoring of investigations, evalua-
tion of reports, and preparation of ma-
terials to be submitted to the Food and 
Drug Administration. 

Investigator means an individual who 
actually conducts a clinical investiga-
tion (i.e., under whose immediate di-
rection the drug is administered or dis-
pensed to a subject). In the event an in-
vestigation is conducted by a team of 
individuals, the investigator is the re-
sponsible leader of the team. ‘‘Sub-
investigator’’ includes any other indi-
vidual member of that team. 

Sponsor means a person who takes re-
sponsibility for and initiates a clinical 
investigation. The sponsor may be an 
individual or pharmaceutical company, 
governmental agency, academic insti-
tution, private organization, or other 
organization. The sponsor does not ac-
tually conduct the investigation unless 
the sponsor is a sponsor-investigator. A 
person other than an individual that 
uses one or more of its own employees 
to conduct an investigation that it has 
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initiated is a sponsor, not a sponsor-in-
vestigator, and the employees are in-
vestigators. 

Sponsor-Investigator means an indi-
vidual who both initiates and conducts 
an investigation, and under whose im-
mediate direction the investigational 
drug is administered or dispensed. The 
term does not include any person other 
than an individual. The requirements 
applicable to a sponsor-investigator 
under this part include both those ap-
plicable to an investigator and a spon-
sor. 

[77 FR 25359, Apr. 30, 2012] 

PART 514—NEW ANIMAL DRUG 
APPLICATIONS 

Subpart A—General Provisions 

Sec. 
514.1 Applications. 
514.3 Definitions. 
514.4 Substantial evidence. 
514.5 Presubmission conferences. 
514.6 Amended applications. 
514.7 Withdrawal of applications without 

prejudice. 
514.8 Supplements and other changes to an 

approved application. 
514.11 Confidentiality of data and informa-

tion in a new animal drug application 
file. 

514.12 Confidentiality of data and informa-
tion in an investigational new animal 
drug notice. 

514.15 Untrue statements in applications. 

Subpart B—Administrative Actions on 
Applications 

514.80 Records and reports concerning expe-
rience with approved new animal drugs. 

514.100 Evaluation and comment on applica-
tions. 

514.105 Approval of applications. 
514.106 Approval of supplemental applica-

tions. 
514.110 Reasons for refusing to file applica-

tions. 
514.111 Refusal to approve an application. 
514.115 Withdrawal of approval of applica-

tions. 
514.116 Notice of withdrawal of approval of 

application. 
514.117 Adequate and well-controlled stud-

ies. 
514.120 Revocation of order refusing to ap-

prove an application or suspending or 
withdrawing approval of an application. 

514.121 Service of notices and orders. 

Subpart C—Hearing Procedures 

514.200 Contents of notice of opportunity for 
a hearing. 

514.201 Procedures for hearings. 

Subparts D–E [Reserved] 

Subpart F—Judicial Review 

514.235 Judicial review. 

AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 354, 
356a, 360b, 371, 379e, 381. 

SOURCE: 40 FR 13825, Mar. 27, 1975, unless 
otherwise noted. 

Subpart A—General Provisions 
§ 514.1 Applications. 

(a) Applications to be filed under sec-
tion 512(b) of the act shall be submitted 
in the form and contain the informa-
tion described in paragraph (b) of this 
section, as appropriate to support the 
particular submission. If any part of 
the application is in a foreign lan-
guage, an accurate and complete 
English translation shall be appended 
to such part. Translations of literature 
printed in a foreign language shall be 
accompanied by copies of the original 
publication. The application must be 
signed by the applicant or by an au-
thorized attorney, agent, or official. If 
the applicant or such authorized rep-
resentative does not reside or have a 
place of business within the United 
States, the application must also fur-
nish the name and post office address 
of, and must be countersigned by, an 
authorized attorney, agent, or official 
residing or maintaining a place of busi-
ness within the United States. Perti-
nent information may be incorporated 
in, and will be considered as part of, an 
application on the basis of specific ref-
erence to such information, including 
information submitted under the provi-
sions of § 511.1 of this chapter, in the 
files of the Food and Drug Administra-
tion; however, the reference must be 
specific in identifying the information. 
Any reference to information furnished 
by a person other than the applicant 
may not be considered unless its use is 
authorized in a written statement 
signed by the person who submitted it. 

(b) Applications for new animal drugs 
shall be submitted in triplicate and as-
sembled in the manner prescribed by 
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